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Intravenous Products Preferred
Specialty Management Policy

Inflammatory Conditions — Ustekinumab
Intravenous Products Preferred Specialty
Management Policy

Stelara® (ustekinumab intravenous infusion - Janssen Biotech)

Imuldosa® (ustekinumab-srlf intravenous infusion - Accord)

Otulfi™ (ustekinumab-aauz intravenous infusion - Formycon/Fresenius)
Pyzchiva™ (ustekinumab-ttwe intravenous infusion — Sandoz/Samsung, Cordavis)
Selarsdi™ (ustekinumab-aekn intravenous infusion — Alvotech/Teva)

Starjemza™ (ustekinumab-hmny intravenous infusion — BioThera)

Stegeyma™ (ustekinumab-stba intravenous infusion - Celltrion)

ustekinumab intravenous infusion (Janssen Biotech)

Wezlana™ (ustekinumab-auub intravenous infusion — Amgen, Nuvaila)

Yesintek™ (ustekinumab-kfce intravenous infusion - Biocon)

INSTRUCTIONS FOR USE

The following Coverage Policy applies to health benefit plans administered by Cigna Companies.
Certain Cigna Companies and/or lines of business only provide utilization review services to clients
and do not make coverage determinations. References to standard benefit plan language and
coverage determinations do not apply to those clients. Coverage Policies are intended to provide
guidance in interpreting certain standard benefit plans administered by Cigna Companies. Please
note, the terms of a customer’s particular benefit plan document [Group Service Agreement,
Evidence of Coverage, Certificate of Coverage, Summary Plan Description (SPD) or similar plan
document] may differ significantly from the standard benefit plans upon which these Coverage
Policies are based. For example, a customer’s benefit plan document may contain a specific
exclusion related to a topic addressed in a Coverage Policy. In the event of a conflict, a customer’s
benefit plan document always supersedes the information in the Coverage Policies. In the absence
of a controlling federal or state coverage mandate, benefits are ultimately determined by the
terms of the applicable benefit plan document. Coverage determinations in each specific instance
require consideration of 1) the terms of the applicable benefit plan document in effect on the date
of service; 2) any applicable laws/regulations; 3) any relevant collateral source materials including
Coverage Policies and; 4) the specific facts of the particular situation. Each coverage request
should be reviewed on its own merits. Medical directors are expected to exercise clinical judgment
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where appropriate and have discretion in making individual coverage determinations. Where
coverage for care or services does not depend on specific circumstances, reimbursement will only
be provided if a requested service(s) is submitted in accordance with the relevant criteria outlined
in the applicable Coverage Policy, including covered diagnosis and/or procedure code(s).
Reimbursement is not allowed for services when billed for conditions or diagnoses that are not
covered under this Coverage Policy (see "Coding Information” below). When billing, providers
must use the most appropriate codes as of the effective date of the submission. Claims submitted
for services that are not accompanied by covered code(s) under the applicable Coverage Policy
will be denied as not covered. Coverage Policies relate exclusively to the administration of health
benefit plans. Coverage Policies are not recommendations for treatment and should never be used
as treatment guidelines. In certain markets, delegated vendor guidelines may be used to support
medical necessity and other coverage determinations.

OVERVIEW

Ustekinumab products are indicated for the treatment of a variety of inflammatory conditions.!-1°
Multiple ustekinumab products were approved as biosimilars to Stelara. Biosimilar products have
no clinically meaningful differences in safety and effectiveness and have the same mechanism of
action, route of administration, dosage form, and strength as Stelara. However, minor differences
in clinically inactive components are allowed.

Coverage Polic

POLICY STATEMENT

This program has been developed to encourage the use of Preferred Products. For all products
(Preferred and Non-Preferred), the patient is required to meet the standard Inflammatory
Conditions — Ustekinumab Intravenous Products Prior Authorization Policy criteria. This program
also directs the patient to try the Preferred Product(s) prior to the approval of a Non-Preferred
Product. Requests for Non-Preferred Products will also be reviewed using the exception criteria
(below). All approvals are provided for the duration noted in the standard Inflammatory
Conditions — Ustekinumab Intravenous Products Prior Authorization Policy. If the patient meets
the standard Prior Authorization Policy criteria but has not tried the Preferred Products, a request
may be reviewed for the Preferred Products using the Inflammatory Conditions — Ustekinumab
Intravenous Products Prior Authorization Policy criteria.

The following products are not covered on the pharmacy and medical benefits for Employer Plans
and Individual and Family Plans: Imuldosa intravenous (NDCs starting with 51407), Wezlana
intravenous. Refer to the customer’s benefit plan document for details of covered product(s).

Documentation: When documentation is required, the prescriber must provide written
documentation supporting the trials of these other Products, noted in the criteria as
[documentation required]. Documentation may include, but is not limited to chart notes,
prescription claims records, and/or prescription receipts. All documentation must include patient-
specific identifying information.
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Preferred and Non-Preferred Products.

Preferred Products Imuldosa IV (NDCs starting with 69448)
Selarsdi IV
Yesintek IV

Non-Preferred Products Otulfi IV

(directed to ALL of the Preferred Pyzchiva IV

Products) [documentation
required]”

Starjemza IV

Stelara IV/ustekinumab IV

Stegeyma IV

Imuldosa IV (NDCs starting with 51407)
Wezlana IV

Non-Covered Products

IV — INTRAVENOUS

Ustekinumab intravenous non-preferred products are considered medically necessary
when the following non-preferred product exception criteria are met. Any other
exception is considered not medically necessary.

NON-PREFERRED PRODUCT EXCEPTION CRITERIA

Non-Preferred Exception Criteria

Products

Otulfi 1V, 1. Approve if the patient meets BOTH of the following (A
Pyzchiva 1V, and B):

Starjemza 1V, A) Patient meets the standard Inflammatory Conditions
Stelara - Ustekinumab Intravenous Products Prior
IV/Ustekinumab Authorization Policy; AND

1V, B) Patient meets BOTH of the following (i and ii):
Steqeyma IV i. Patient has tried ALL of Imuldosa (NDCs starting

with 69448), Selarsdi, and Yesintek intravenous
[documentation required]; AND

il. Patient cannot continue to use ALL Preferred
medications (i.e., Imuldosa [NDCs starting with
69448], Selarsdi, and Yesintek intravenous) due
to formulation differences in the inactive
ingredient(s) [e.g., differences in stabilizing
agent, buffering agent, and/or surfactant] which,
according to the prescriber, would result in a
significant allergy or serious adverse reaction
[documentation required].
Note: A trial of Imuldosa (NDCs starting with
51407) also counts.

2. If the patient has met the standard Inflammatory
Conditions — Ustekinumab Intravenous Products Prior
Authorization Policy criteria (1A), but has not met
exception criteria (1B): A request may be reviewed
for the Preferred Products, (Imuldosa [NDCs starting
with 69448], Selarsdi, or Yesintek intravenous) using
the Inflammatory Conditions — Ustekinumab
Intravenous Products Prior Authorization Policy
criteria.
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Wezlana IV

Imuldosa IV (NDCs
starting with 51407),

Non-Covered ustekinumab products are not approved. A
request for the Preferred Products (Imuldosa [NDCs starting
with 69448], Selarsdi, or Yesintek intravenous) may be
reviewed using the Inflammatory Conditions — Ustekinumab
Intravenous Products Prior Authorization Policy criteria.

IV - INTRAVENOUS
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1. Stelara® intravenous infusion, subcutaneous injection [prescribing information]. Horsham, PA:
Janssen Biotech; November 2025.
2. Ustekinumab intravenous infusion, subcutaneous injection [prescribing information].
Horsham, PA: Janssen Biotech; November 2025.
3. Wezlana® intravenous infusion, subcutaneous injection [prescribing information]. Thousand
Oaks, CA: Amgen; October 2025.
4. Otulfi® intravenous infusion, subcutaneous injection [prescribing information]. Lake Zurich,
IL: Fresenius; February 2026.
5. Pyzchiva® intravenous infusion, subcutaneous injection [prescribing information]. Princeton,
NJ: Sandoz; November 2025.
6. Selarsdi® intravenous infusion, subcutaneous injection [prescribing information]. Parsippany,
NJ: Teva; December 2025.
7. Stegeyma® intravenous infusion, subcutaneous injection [prescribing information]. Incheon,
Republic of Korea: Celltrion; February 2025.
8. Yesintek® intravenous infusion, subcutaneous injection [prescribing information]. Cambridge,
MA: Biocon; January 2026.
9. Imuldosa® intravenous infusion, subcutaneous injection [prescribing information]. Raleigh,
NC: Accord; November 2025.
10. Starjemza™ intravenous infusion, subcutaneous injection [prescribing information].
Guangzhou, Guang dong, China: Bio-Thera; May 2025.

Revision Details

Type of Summary of Changes Review Date | Effective Date
Revision
New New policy 03/20/2025 04/15/2025
Selected Ustekinumab intravenous (unbranded 07/17/2025 09/01/2025
Revision Stelara [Janssen]) was added to the policy
as a Preferred product.
Selected Imuldosa (ustekinumab-srif) 09/11/2025 10/15/2025
Revision intravenous was added to the policy as a
Non-Preferred product. A patient is
directed to a trial of all the Preferred
Products with documentation
requirements. Documentation is also
required to support the requirement that
formulation difference(s) in the inactive
ingredient(s) which, according to the
prescriber, would result in a significant
allergy or serious adverse reaction.
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Pyzchiva intravenous was updated to
direct to a trial of all the Preferred
Products with documentation
requirements. The same exception criteria
will now apply for all Non-Preferred
products.

Annual Revision Stelara/Ustekinumab intravenous was 11/13/2025 01/01/2026
moved from a Preferred product to a Non-
Preferred product and now shares the
same exception criteria as the other Non-
Preferred agents.

Selected Starjemza (ustekinumab-hmny) 01/29/2026 03/01/2026
Revision intravenous was added to the policy as a
Non-Preferred product. The same
exception criteria apply as the other Non-
Preferred products.

Imuldosa IV (NDCs starting with 51407)
and Wezlana were added to the policy as
Non-Covered products and directing to
Preferred Products.

Selected Imuldosa intravenous (NDCs starting 03/5/2026 04/15/2026
Revision with 69448): Moved from a Non-
Preferred Product to a Preferred
Ustekinumab Product.

Ustekinumab-ttwe intravenous was
removed from the policy.

Annual Revision No criteria changes. 04/30/2026 05/15/2026

The policy effective date is in force until updated or retired.

“Cigna Companies” refers to operating subsidiaries of The Cigna Group. All products and services are provided exclusively
by or through such operating subsidiaries, including Cigna Health and Life Insurance Company, Connecticut General Life
Insurance Company, Evernorth Behavioral Health, Inc., Cigna Health Management, Inc., and HMO or service company
subsidiaries of The Cigna Group. © 2026 The Cigna Group.

Page 5 of 5
Coverage Policy Number: PSM024



	Coverage Policy
	References
	Revision Details

